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Dew Mr. Shepard: 

We refer to your suitability petition filed December 3, 1999, on behalf of Tyler Group, Inc,, in 
which you requested permission to submit an nbbrevi&zd new animal drug application 
(ANADA) for a generic product with a dosage form that differs lrom that of an approved new 
animal drug. The proposed pioneer product is Hoechst Rousrel Vet’s Lasix@ Tablets 
(furosemide tablets) which is intended for use in dogs and cats (NADA 34-621). , - -+““--“-“.-... 

Your proposed product differs from the pioneer producr in dosage form and lherefore delivery 
method. The pioneer product is a tablet containing 12.5 mg ttrosemidc; wherens your proposed 
product is a palatable, chewable t&let containing L2,5 mg furosemide. The dosage of active 
ingredient per pound ofbody weight will be the same, 

Change in dosage form is one of the five variances in the pioneer product which can be 
considered through a suitability petition under section 5 12(n)(3) OF the Federal Food, Drug, and 
Cosmetic Act (WDCA), as amended. We are required to approve the petition unless WC 
determine that investigations must be conducted to cstnblish the safc’cly and effectiveness of the 
proposed generic product. 

Your suitability petition is approved. Approvill of the suitability petition does not alter Ihe 
requirements for approval of the ANADA, nor assure approval of the ANADA. 

Jn addition to the study to show bioequivalence between the pioneer and generic products, we 
may requite you to conduct a palatability study with the generic product. Palatability is not 
directly related tu effectiveness, Palatabiliry studies may be required in an ANADA with regard 
to the change in dosage form under section 5 12(n)(l)(D) of the FFDCA. WC recommend that 
you submit protocols l-or CILW evaluation before initiating any studies. 

We will conduct a definitive labeling review when the ANADA for the proposed generic product 
is submitted ta the Center. The generic labcling should be a verbatim copy of the approved 
labeling for the pioneer, wilh certain nllowable diflkrences, such as directions for administration 
of the chewable tablet. 
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You may contact Pr, Lonnie W. Lwthce, Chief, Generic Animal Drug and Quality Assurance 
Staff, (301) 827-0209, for any questions on the specific requirements for the ANADA 
submission. 

Sincerely yours, 

C&ire M. Lathers, Ph.D., F.C.P. 
Director 
Ollico of New Animal Drug Evaluation 
Center for Veterinary Medicine 
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Suitability Petition Response for Display. 

Lyle Jpffe, liFA-305, 5630 Fishers Lme, rm. 1061, Kackville, MD 
DocIccfs Management l3rauch, 3 0 1 827-6860 (V) 

Replmzenlenr Cspy per Tclecon 4/W00 Dockuk Mgt Branch 

T113 atM~ment is the Center for Veterinary Medicine’s Icller related to Suilability 
Petifion SP !WP-5329Clb 1, Shotwcll & Cxr filed 8s a Suitability Petitions. We are 
forwarding copies for public display with the petition. 

II you have any qucsrions, please call mc irl: 827-0211, or FAX 594-2297. 

Thmk you. 

Sernrtcl HttnuerJ, Ph.D. 
PI)A/CVMIONADEIQASSI~Fv-lQ2 
7500 Standish Plncc MPN JJ 384 
Rockvillo, MD 20855 
(301) 827-021 J 
(301) 594-2297 rirv 
shansnrd~c\lm.Ida.gov 


